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AMENDMENT UNDER 37 C.F.R. § 1.1 16 

Sir: 

Applicants request that the period for response be extended two months through and 
including December 29, 2009, the fees for which have been paid at the time this Amendment was 

filed. 

In response to the Office Action dated July 29, 2009, please amend the above-identified 
patent application as follows: 
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In the Specification 



Please substitute the following paragraph "Cross-Reference to Related Applications" 
paragraph on page 1 (previously amended on August 21, 2004') : 

This application claims the benefit of U.S. Provisional Application No. 60/486,713, filed July 
11, 2003, U.S. Provisional Application No. 60/459,501, filed April 1, 2003, U.S. Provisional 
Application No. 60/456,608, filed March 21, 2003, U.S. Provisional Application No. 60/456,027, 
filed March 18, 2003, U.S. Provisional Application No. 60/441,335, filed January 21, 2003, and U.S. 
Provisional Application No. 60/437,516, filed December 30, 2002. The content of each of these 
applications is hereby incorporated by reference in its entirety. 

This applicafion is also a continuation in part of U.S. Application No. 10/601 ,092, filed Juno 

Application No. 60/127,086, filed Nov e mb e r 15, 2002, U.S. Provisional Application No. 
60/129,515, filed November 26, 2002, U.S. Provioionol Application No. 60/137,516, filed Doccmbor 
30, 2002, and U.S. Provisional Application No. 60/156,027, fil e d March 18, 209 3^ 

This applicatio n is al s o a c o ntinuation in paFt-0f4 ^T/USO3/1957 ' l filed .Tune 20, 2003, 
wbid^H^iffis4l^€-ben6fit-<^fUTS7-ftevi^iei^ l Application No. 60/390,88 1, fi led J une 21; 3#03T-UTTS7 
P fov is ional-Apj^M^atie n No. 6 0 / 42 6,275, filed N ove mber 14, 2Q02:rU -S. Provisional Application No. 
60/127,086, filed November 15, 2002, U.S. Provisional Application No. 60/129,515, filed November 
26, 2002, U.S. Provisional Application No. 60 / 137,516, filed December 30, 2002, and U.S . 
Provisio na l Application No. 60/156,027, filed March 18, 2003. 

Thts-ap plication is also a continuation in part of PCT/US 03/4 1273, fi ledBeeember 24, 2003 

(Atteffley Dock et No . TPl 17Q0CXC2 PCT) by Tawa et al), which is a co ntinuati on in part of U.S. 
Application No. 10/601,092, filed Jun o 2 0, 2003 , said U . S. Application No. 10/60 1,0 92 claims th e 
b e n e fit of U.S. Provisional Application No. 60/390,881, filed Juno 21, 2002, U.S. Provisional 
Application No. 60/126,275, filed Nov e mber 11, 2002, U.S. Provisional Application No. 
60/127,086, filed November 15, 2002, U.S. Provisional ApphcationNo. 60/129,51 5, filed November 
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fee^ion a l Applica tioR 44e^^0/4^6^027r^ile d M arc h \ S^Q^^^aid^€mjm^4i27^4^^As&^ 
continuati on in part of PCT/US03/19571 filed June 20, 2003, which clainm the b e nefit of U.S t 
Provisional Application No. 60/390,881, fil e d June 21, 2002, U. S . Provisio nal Ap p lica t ion No. 
60/ ' 126,275, filed November 1 4, 2002, U .S. Pro visional Apphcation N o. 6 0/ 427,0 86, filed November 
13 ^02, U . S. Pr o v i si o nal Application No. 60/ 1 29 ,515, fil e d November 26 , 2002, U.S. P rovisional 
ApplieatteB-446T-40/4 37,516, filed De c e mber 30, 200 2, a n d U.S. P r ov is io nal Applicat ien-Ner 
60/4^;057T-fite d Moxch 18, 2003. Said PCT/US03/11273 is a co ntinuation in p a rt of U.S. 
Application No. 10/660i;2Q2, filed Sep t e mb e r llj, 2003, which is a cent inuation-in- part of 
PCT/US03/27772, fil e d S e ptember 1, 2003, which i s a continuation in part of 10/378,956, filed 
March 3, 2003, which cloimG the benefit of U.S. Provisional Application No. 60/360,768, filed 
Ma rch 1, 2002. Saki PCT/US03/27772, filed Sept e mb er 1 , 2003, cla ims-the-te iefit of U.S. 
Provisio nal-Ap^t^feati onNo: ■ 60/45 1,2 13, filed February 28, 2003, U.S. Provisional App U eation No. 
60/163,962, filed April 18, 2003, and U.S. Provisional Application No. 60/ 1 87,06 1 , filed July 1 1, 
2003. Said U.S. Applioafion No. 10/660,202, filed Soptcmbor 11, 2003, is also a continuation in - 
pa rt o f U.S. Application 1 0/637,829, filed August 8, 2003, which is a divisional o f U.S. Ap p l i c a ti on 
Ne^-0/3-9-5T995,-fil cd November 18. 2002, which is a continuation of U.S. Application N o. 

€0/106,971, filed August 30, 20 0 2, U.S. Pro v iGieml-Apfili c a tion No . 6 0/3 8 0,28 8 , fil e d M ayA^ 
2Q0^,-aad U.S. Provisional Application No. 60/356,76 1 , fil ed F eb ru ar> ' 15 , 2002. S ai d -UrS; 
Application No. 10/660,202, filed September 11, 2003, is also a continuation in part of U.S. 
Application 10/119,307, filed May 30, 2003 , wh ich claims the benefit of U.S. Provisional 
Application N o. 60/163, 9 62, filed April 1 8 , 2 0 03 , U.S . Pr ovisio nal Ap pl ica ti o n No. 60/44473-kS-,- 

U.S. Provisional Application No. 60/381,152, filed May 31, 2002. Said U.S. Application No. 
1 0/660,202, filed September 1 1 , 2003 , is also a contmuation in part of U.S. Application 1 0/60 1 ,092, 
filed June 20, 2003. Said U.S. Apphcation No. 10/660,202, filed September 11, 2003, also claims 
th e ben e fit of U.S. Provisional Apphcation No. 60/ 4 51,213, filed February 28, 2003, U.S. 
Pr o v i sional Application No. 60/463,962, filed April 1 8, 2003 , and U.S. Provisional Application No. 
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60/1 8 7,061, filed .Tuly 1 1 , 2003 . 

PC'r/US03/ -1 1273, filed o n De cember 24. 20 03. e ntitled "P hamia c eut i c a l Compositio RS-With 
Improved DiGSolution" (Attorney Docket No. TPI 1 700CXC2 PCT) by Tawa et al., U.S. Pro v isteftal 
Application Ser i al Nos. 60/137,516 (filed December 30, 2002); 60/111,335 (filed January 21, 2003); 
60/156,608 (filed March 21, 2003 ) ; 60 /15 9,501 (filed April 1, 2003); m d^O mejU (filed July 11, 
2Q03)-ar e here by in corporated by referenc e in th e ir entir e ties. 
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1-6 (canceled). 

7 (currently amended). A pharmaceutical composition comprising an excipient and a 
form of a propylene glycol solvate of celecoxib selected from: 

a) a propylene glycol solvate of celecoxib sodium trihydrate characterized by a PXP^D 
pftttem -the PXRD pattern of Figure 19 or Figure 2 K said propylene glycol solvate of 
celecoxib sodium trihydrate having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 

said PXRD pattern comprising: 

i)- am^4r^^^^T-4^^T^r^ 8, 9 , 10 o r m o r e peaks sele cted f rom pe afe-xrt-.1.47-; 

6.97. 10.37, 13.97, 16.11, 19. ^ 5 ,21.29, 22. 6 9^23.87 or 25.75-d€gt^&rOF 
m any 1, 2, 3, 1, 5, 6, 7, 8, 9, 10, 11, 12, or more pealcs at 3.13, 6.95, 10.25, 

13.95, 16.39, 17.39, 17.75, 18.21, 19.^3,21.21,22.61 or 25.71 degroo3 ;_or 

b) a propylene glycol solvate of a sodium salt of celecoxib characterized by a PXRD 
pattern of Fi g ure 2A, 2B, 2C or 2D, said propylene glycol solvate of a sodium salt of 
celecoxib having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylen e 
glycol eemprising y e ak s ex pr es se d in terms of 2 th et a an.i^l es, uaid PXRD pattern 
comprising any 1 , 2, 3, 1, 5, 6, 7, 8, 9, or 10 of the following pealcs: 3.77, 7.57, 8 ^4 
11.33, 1 1 .23, 16.13, 18.69, 20.65, 22.69 and 21.77 degre e s; 

e) a propylen e glycol solv at^-ef a sodiu m-salt-ef-eeleee- xib characterized by a PXRD 

pattern that comp ris e s a peak at 8.21 degre e s 2 theta; o r 
d) a p ropylen e- gl ycol so l vate o f a sod i um -s a lt o f celecoxib characterized by a PXRD 

pattern that comprises a peak at 8.79 degrees 2 theta 
and wherein said PXRD pattern is obtainable by a technique employing a rot atin g s ample 

8-25 (canceled). 
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26 (currently amended). The composition according to claim 7, wherein said form is a 
propylene glycol solvate of celecoxib sodium trihydrate characterized by the PXRD pattern of 
Figure 19 or Figure 21 and having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene 




mefe^eal€^o l octod from pe des at 3.47, 6.97, 10.37, 13.97, 16.11, 19.15, 21.29, 22.69, 23.87 
3-5 .75 degrees . 



27 (currently amended). The composition according to claim 7, wherein said form is a 
propylene glycol solvate of a sodium salt of celecoxib . said propylene glycol solvate of a sodium salt 
of celecoxib characterized by a PXRD pattern of Figure 2A, 2B , 2C or 2D and having a 
stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. and the composition is 
eharac t erized by a PXRD patt e rn comprising peaks expr e ss e d in terms of 2 thetu angles, said PXRD 
pattern comprising: 

any 1,2, 3, 1 , 5, 6, 7, 8, 9, or 10 of th e following p e alca: 3.77, 7.57, 8.21, 1 1.33, 11.23, 16.13, 
- 18.69, 20.65, 22.69 and 21.77 degrees 

28 (currently amended). The composition according to claim 7 claim 27 , wherein said 
form is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2A a PXRD pattern that comprise s a p e ak at 8.21 
degrees 2 - theta . 

29 (currently amended). The composition according to claim 7 claim 27 , wherein said 
form is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2B a PXRD pattern that comprises a peak at 8.79 
degrees 2 theta . 



30-31 (canceled). 
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32 (currently amended). The composition according to claim 7 claim 27 , wherein said 
form is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2C said form is a propyl e n e glycol solvate of c e l e ooxib 
sodium trihydrate and the compositi o n is chatactenz -e4-by-~^-¥KBiD~faii^^ peaks 



25.71 degr e es . 

33 (new). The composition according to claim 26, wherein said form is a propylene 
glycol solvate of celecoxib sodium trihydrate characterized by the PXRD pattern of Figure 19 and 
having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 hydrate. 

34 (new). The composition according to claim 26, wherein said form is a propylene 
glycol solvate of celecoxib sodium trihydrate characterized by the PXRD pattern of Figure 21 and 
having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 hydrate. 

35 (new). The composition according to claim 27, wherein said form is a propylene 
glycol solvate of a sodium salt of celecoxib and said composition is characterized by the PXRD 
pattern of Figure 2D. 

36 (new). A propylene glycol solvate of celecoxib selected from: 

a) a propylene glycol solvate of celecoxib sodium trihydrate characterized by the PXRD 
pattern of Figure 19 or Figure 21, said propylene glycol solvate of celecoxib sodium trihydrate 
having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 hydrate; or 

b) a propylene glycol solvate of a sodium salt of celecoxib characterized by a PXRD 
pattern of Figure 2A, 2B, 2C or 2D, said propylene glycol solvate of a sodium salt of celecoxib 
having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. 
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37 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of celecoxib sodium trihydrate characterized by the 
PXRD pattern of Figure 19 and having a stoichiometric ratio of 1 celecoxib: 1 sodium: I propylene 
glycol: 3 hydrate. 

3 8 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of celecoxib sodium trihydrate characterized by the 
PXRD pattern of Figure 21 and having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene 
glycol: 3 hydrate. 

39 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of a sodium salt of celecoxib, said propylene glycol 
solvate of a sodium salt of celecoxib characterized by a PXRD pattern of Figure 2A, 2B, 2C or 2D 
and having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. 

40 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 

characterized by the PXRD pattern of Figure 2A. 

41 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2B. 

42 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2C. 
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43 (new). The propylene glycol solvate according to claim 36, wherein said propylene 
glycol solvate is a propylene glycol solvate of a sodium salt of celecoxib and said composition is 
characterized by the PXRD pattern of Figure 2D. 

44 (new). A propylene glycol solvate of celecoxib selected from: 

a) a propylene glycol solvate of celecoxib sodium trihydrate characterized by a 
thermogravimetric analysis of Figure 18 or Figure 20, said propylene glycol solvate of celecoxib 
sodium trihydrate having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 
hydrate; or 

b) a propylene glycol solvate of a sodium salt of celecoxib characterized by a 
thermogravimetric analysis of Figure 1 , said propylene glycol solvate of a sodium salt of celecoxib 
having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. 

45 (new). The propylene glycol solvate of celecoxib according to claim 44, whereia the 
form is a propylene glycol solvate of celecoxib sodium trihydrate characterized by a 
thermogravimetric analysis of Figure 18, said propylene glycol solvate of celecoxib sodium 
trihydrate having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 hydrate. 

46 (new). The propylene glycol solvate of celecoxib according to claim 44, wherein the 
form is a propylene glycol solvate of celecoxib sodium trihydrate characterized by a 
thermogravimetric analysis of Figure 20, said propylene glycol solvate of celecoxib sodium 
trihydrate having a stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol: 3 hydrate. 

47 (new). The propylene glycol solvate of celecoxib according to claim 44, wherein the 
form is a propylene glycol solvate of a sodium salt of celecoxib characterized by a thermogravimetric 
analysis of Figure 1, said propylene glycol solvate of a sodium sah of celecoxib having a 
stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. 
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48 (new). A propylene glycol solvate of celecoxib sodium trihydrate having a 
stoichiometric ratio of 1 celecoxib: 1 sodium: I propylene glycol: 3 hydrate. 

49 (new). A propylene glycol solvate of a sodivim salt of celecoxib having a 
stoichiometric ratio of 1 celecoxib: 1 sodium: 1 propylene glycol. 
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Remarks 

Claims 7, 26-29 and 32 are pending in the subject application. By tliis Amendment, 
Applicants have amended claims 7, 26-29 and 32 and added new claims 33-49. Support for the 
amendments and new claim can be found throughout the subject specification and in the claims as 
originally filed (see, for example, page 27, paragraph 2 and Examples 1 and 7 of the as-filed 
specification). Entry and consideration of the amendments presented herein is respectfully requested. 
Accordingly, claims 7, 26-29, 32 and 33-49 are currently before the Examiner. Favorable 
consideration of the pending claims is respectfully requested. 

By way of this amendment, Applicants have revised the claim of priority. Support for the 
language added in the last sentence of the priority claim can be found, for example, at page 1 of the 
originally filed application. 

Applicants gratefully acknowledge the Examiner's withdrawal of the rejections under 35 
U.S.C. § 112, first paragraph. 

Claims 7, 26-29 and 32 are rejected under 35 U.S.C. § 1 12, second paragraph, as indefinite in 
the recitation of "a propylene glycol solvate of celecoxib sodium trihydrate characterized by a PXRD 
pattern" and "a propylene glycol solvate of a sodium salt of celecoxib characterized by a PXRD 
pattern" because the stoichiometric ratio of: (propylene glycol to celecoxib to sodium and 3 
molecules of water); and the stoichiometric ratio of: (propylene glycol to celecoxib to sodium) is not 
defined. The Office Action indicates that in view of the recitation and the definition of a solvate as 
requiring ingredients in definite proportion, it is unclear what the scope of ratios for the propylene 
glycol solvate is intended to be embraced by the claim. Applicants have amended the claims in 
accordance with the suggestion of the Examiner and submit that this issue is now moot. 
Accordingly, reconsideration and withdrawal of the rejection under 35 U.S.C. § 112, second 
paragraph, is respectfully requested. 

Claims 7, 26-29 and 32 are rejected under 35 U.S.C. § 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventors, at the time the application was filed, had possession 
of the claimed invention. The Office Action states that it is unclear what scope of stoichiometric 
ratios for the propylene glycol solvates is embraced by the claims. Applicants respectfully assert that 
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there is adequate WTitten description in the subject specification to convey to the ordinarily skilled 
artisan that they had possession of the claimed invention; however, in the interest of advancing 
prosecution in this matter, the claims have been amended to recite the stoichiometric ratios of 
compounds in the solvate and reconsideration and withdrawal of the rejections under 35 U.S.C. § 
112, first paragraph, is respectfully requested. 

It should be understood that the amendments presented herein have been made solely to 
expedite prosecution of the subject application to completion and should not be construed as an 
indication of Applicants' agreement with or acquiescence in the Examiner's position. Applicants 
expressly reserve the right to pursue the invention(s) disclosed in the subject application, including 
any subject matter canceled or not pursued during prosecution of the subject application, in a related 
application. 

In view of the foregoing remarks and amendments to the claims, Applicants believe that the 
currently pending claims are in condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees under 3 7 CFR § § 1 . 1 6 or 1 . 1 7 as 
required by this paper to Deposit Account No. 19-0065. 

Applicants invite the Examiner to call the undersigned if clarification is needed on any of this 
response, or if the Examiner believes a telephonic interview would expedite the prosecution of the 
subject application to completion. 



Respectfully submitted. 




Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: P.O. Box 142950 



Gainesville, FL 32614-2950 



FCE/sl 
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